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IVS Clip Closure System 

Clip, clip applier, catheter introducer 

The IVS Clip Closure System is substantially equivalent to 
the Angiolink EVSTM Vascular Closure System. 

The IVS Clip Closure System consists of an extravascular 
implantable nitinol clip mounted on an Introducer Sheath. 
A clip applier acts to release the clip into vascular tissue 
where it closes vascular puncture wounds. 

The IVS Clip Closure System is intended for use to 
approximate vascular tissue for achieving hemostatic 
closure of puncture sites to aid healing in minimally 
invasive procedures under direct or endoscopic 
visualization. 
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Technological 
characteristics: 

Testing: 

The subject and predicate devices have the same intended 
use and principles of operation. Both systems stabilize the 
site, guide and center on the wound and deliver a clip/staple 
to the wound site for tissue approximation and immediate 
mechanical extravascular closure. The IVS systems uses a 
nitinol clip; the EVS system uses a titanium staple. The clip 
applier and stapler are both manually operated although the 
mechanisms are different. Performance testing of the IVS 
system demonstrates that there are no new issues of safety 
or effectiveness associated with this difference. 

The IVS implantable clip is mounted on an Introducer 
Sheath. The sheath is a standard 6 French sheath and 
performance testing demonstrates that there are no new 
issues of safety or effectiveness associated with the presence 
of the clip/clip carrier assembly on the catheter introducer. 

The IVS Clip Closure System has been tested irz vitro, irr 
vivo and in human model systems. Test results show that 
the device is safe and effective for the intended use. All 
components which contact the fluid path or tissue are 
biocomDatible in accordance with I S 0  Standard 10993. 
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